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Reguest .
The petitioner requests a change in the basic policies and methodologies of the State Medical

Facilities Plan (SMFP) for Radiation Oncology Services - Linear Accelerators. The change
would add the following language to Chapter 9 Radiation Oncology — Linear Accelerators,
subsection Methodology for Determining Need:

Any area that has a ratio of 120,000 persons per approved or operational linear accelerator ar
higher and 2 minimum population of 600,000 shall have a need for one IMRT/IGRT -capable
linear accelerator, provided that the linear accelerator is offered at an organized prostate center
staffed by urclogists, as well as medical and radiation oncologists and urologic rehabilitation
therapists; and the center agrees to provide a report demonstrating the impact of this arrangement
on patient health status, cost and patient quality of life, within three years of the date the project
becomes operational.

“Approved linear accelerator” shall include any linear accelerator approved for inclusion in the
State Medical Facilities Plans of 2006, 2007 or 2008 for which CON applications were filed.

‘Background Information

Tn the Final 2008 SMFP, there are 66 hospitals and freestanding oncology treatment centers
statewide in North Carolina with 112 linear accelerators that are operational, have a CON in
hand, or for which there is a prior year need determination.

The methodology incorporates a geographic accessibility criterion (population base of 120,000),
a criterion aimed at assuring efficient use of megavoltage radiation facilities (when ESTV
Procedures divided by 6,750 minus the number of present linear accelerators equals 25+4),and a
patient origin criterion that when a service area has 45% or more of the patients coming from
outside the service area. A need determination is generated when two of the three criteria are met
within a service area.

In the last several years, there have been a number of need determinations. In the 2006 SMFP,
there was one need determination through the first part of the need determination methodology. It




was determined that there was a need for an additional linear a¢celerator in Service Area 7,
which includes Anson, Mecklenburg, and Union Counties.

Additionally in the 2006 SMFP, any county that had a population of 120,000 or more and did not
have a recognized linear accelerator had a need for one linear accelerator and the county became
a separate Linear Accelerator Service Area. It was determined that there was a need
determination for one linear accelerator for each Linear Accelerator Service Area of Davidson
(Service Area 11), Johnston (Service Area 21), Onslow (Service Area 24) and Randolph (Service
Area 13) Counties. _

Governor Easley determined that the 2007 State Medical Facilities Plan should recognize
a need for one additional linear accelerator in Service Area 20, to be awarded to an
existing provider of radiation oncology services in Service Area 20 which meets
applicable policies in the State Medical Facilities Plan, and applicable criteria in the
Certificate of Need Law and Administrative Rules.

In the 2008 SMFP, there is an adjusted need determination, ‘based On a petition, for one
linear accelerator for Linear Accelerator Service Area 18, comprised of Bladen,
Cumberland, Robeson, and Sampson Counties.

Analysis/Implications

The petitioner indicates that application of the state’s methodology has produced centers that treat
all types of cancers. Only stereotactic radiation therapy has received attention; and that service
benefits a very small proportion of cancer patients. By contrast, prostate cancer patients account for

approximately 20 percent of radiation therapy patients and none of the approved equipment 1S
dedicated to treatment of prostate or male urologic cancers.

The petitioner states that prostate cancer is extremely prevalent, with one in six men developing
prostate cancer during their lifetimes. In a recent article in the NC Medical Journal, researchers at
UNC reported that based on SEER data, North Carolina men had an age adjusted death rate from
prostate cancer of 35.6/100,000. This exceeded the national average by 17.5 pergent. North Carolina
has one of the highest death rates from prostate cancer in the United States.

The petitioner continues that male urologic cancers represent 21.4 percent of all cancers diagnosed
and eight percent of all cancer deaths in North Carolina. Prostate cancer accounts for the majority of
urologic cancers at 15.7 percent of total cancers. Approximately half of prostate cancers involve
radiation therapy; 80 percent of which involves use of a linear accelerator. Prostate cancer treatment
represents approximately 20 percent of all radiation treatments (ESTVs) performed. Yet, North
Carolina does not have a prostate cancer center comparable to Atlanta, Georgia; Denver, Colorado;
or Akron, Ohio. No North Carolina provider focuses exclusively on the very complex issues
associated with total treatment of prostate and urologic cancer.

The petitioner says that tailoring linear accelerator treatment beams to individual patient taumors is:
called conformal therapy. The radiation beam from the linear accelerator can be more precisely
controllcd with the advances provided by Intensity Modulated Radiation Therapy (IMRT) and
Intensity Gated Radiation Therapy (IGRT). IGRT optimizes dose to the target organ to minimize




opportunities for undesired radiation of healthy tissues. With IMRT, the radiation oncologist and
physicist can control the placement, as well as shape and intensity of the beam, adjusting it to the
tumor dimensions while minimizing normal tissue exposure. Together, the techniques optimize
control for the best possible long term patient outcomes. They permit the clinical team to use high,
carefully controlled doses to reduce the tumor(s). Not all linear accelerators have these capabilities.

The petitioner states that the technology is s0 important because urologic cancers are located in areas
of the body that involve intricate networks of organs, blood vessels, nerves and muscles. Disruption
of any single tissue can cause major changes in physiologic function. Reducing the impact of
urologic cancers on the lives of patients involves complex treatment plans that consider how the
whole body functions, how the whole body will respond to the treatment, as well as how the
treatment will reduce the cancer. It requires specialists in the fields of anatomy, physiology,
radiation, pharmacy and chemotherapy.

Lastly, the petitioner indicates that organizing a prostate cancer center is not easy. It requires.a
multidisciplinary setting and a multidisciplinary team of specialists whose skills complement each
other. It involves breakthrough organization, rearranging the silos of single specialties into a patient-
centered structure that facilitates feedback and permits the team to make tissue-sparing adjustments
during the course of patient treatments. It requires assembling professionals who currently work in
different settings into a single setting. Today, surgeons generally work in operating rooms and in
their offices. Radiation oncologists and medical oncologists sometimes work together, but their
conferences and their focus is on a wide range of cancers: prostate, breast, lung, cervix, stomach,
soft tissue, etc. Optimal prostate cancer radiation treatment occurs when the urologist and the
radiation oncologist cooperatively plan dosage and approach during the course of radiation therapy.
It is enhanced when physical therapists and urologic therapy nurses caring for those patients provide.
immediate real time feedback to the treatment planning team for use in dose planning.

The Agency notes that it has reservations about a separate need methodology for linear
accelerators with stereotactic treatment capabilities. There are a growing number of specialized
linear accelerators with stereotactic treatment capabilities. Each of these units approaches the

_problem of delivering a tightly tailored radiation dose to a precisely localized target in a different
way, but in the final analysis, they are all capabie of precise targeting and elegant dose
distributions. Each linac has some unique features and capabilities, but as yet no one machine has:
been proven to provide superior curability vs. its competitors.

The Agency notes that the petitioner could request an adjusted need determination during the:
Symmer 2008 review period for the Proposed 2009 SMFP.

Agency Recommendation

The Agency recommends denial of the petition in its request for a change to the methodology.
The Agency suggests that the petitioner consider a petition for an adjusted need détermination in
the Proposed 2009 SMFP for a linear accelerator in Service Area 20 addressing the issue of
access to some of the underserved population in the service area and demonstrating the medical

advantage of the proposed need determinatien.




PETITION
Petition to the State Health Coordinating Council
Regarding. Change Methodology for Radiation Oncology — Linear Accelerators:
For the 2009 State Medical Facilities Plan

State Health Coordinating Council

Medical Facilities Planning Section DIFS Heatrh Plasnto
Division of Health Service Regulation RECEWVED:
2714 Mail Service Center
Raleigh, North Carolina 27699-2714 MAR 05 2008
WIEAHCAL Facilimes.
March 4, 2008 Plawning Secrion

Petitioner and Contact:

Xevin Khoudary, MD

Parkway Urology, PA, d/b/a Cary Urology, PA (Cary Urology)
105 SW Cary Parkway, Suite 300

Cary, NC 27511

khoudary@caryurology.coih.
Ph: 919-467-3203

STATEMENT OF REQUESTED CHANGE:

Cary Urology requests a change in the basic policies and methodologies of the State Medical
Facilities Plan for Radiation Oncology Services - Linear Accelerators. The change would add tHe
following language to Chapter 9 Radiation Oncology — Linear Accelerators subsection
Methodology for Determining Need.

Any area that has a ratio of 120,000 persons per approved or operational linear accelerator or
higher and @ minimum population of 600,000 shall have a need for one IMRT/IGRT -capable
linear accelerator, provided that the linear accelerator is offered at an organized prostate center
staffed by urologists, as well as medical and radiation oncologists and urologic rehabilitation
therapists; and the center agrees to provide a report demonstrating the impact of this
arrangement on patient health status, cost and patient quality of life, within three years of the date
the project becomes operational,

“Approved linear accelerator " shall include any linear accelerator approved for inclusion in the
State Medical Facilities Plans of 200, 2007 or2008 for which CON applications were filed.




The SMFP would reflect these changes:

. . i ;
Linear Accelerator Lot IM:RT Certificate of Need | Cer tficate of Need
HSA TR Capable Linear Application Dye Beginning Review
Accelerator Date Date
IV 20 i*

* Restricted to applicants proposing a multidisciplinary prostate cancer center staffed by
urologists as well as radiation oncologists, medical oncologists and rehabilitation urologic
therapists; and providing a structured written evaluation to the Division within three years of
project initiation.

REASONS FOR THE PROPOSED.CHANGES

Summary

The statute governing Certificate of Need defines a new institutional health service to include:
Iinear accelerator (GS 131E-176(16)f1.52) and simulator (GS 131E-176(16)f1.9). Of these, the
State Medical Facilities Plan contains a Methodology for only linear accelerators. The State
Health Coordinating Counci] has focused on access and used the Plan s Methodology to distribute
access to linear accelerators across the state, including a statement in the current Methodology
that :

Any county that has a population of 120,000 and does not have a linear accelerator shall
have a need for one linear accelerator and the county shall become a separate Linear
Accelerator Service Area.”

Generally, the Radiation Oncology- Linear Accelerator Methodology has successfully provided
statewide access to linear accelerators. However, access remains uneven. Urban centers like
Areas 10 and 12 (Guilford and Forsyth) have 69,000 and 79,000 persons per operational linear
accelerator, almost twice as much access as Area 20

Focus of the equipment is a second problem. Application of the State’s Methodology has
produced centers that treat all types of cancers. Only stereotactic radiation therapy has received
attention; and that service benefits a very small proportion of cancer patients. By contrast, prostate
gancer patients account for approximately 20 percent of radiation thcrapy patients and none of the
approved equipment is dedicated to treatment of prostate or male urologic cancers.

Prostate canccr is extremely prevalent, with one in six men developing prostate cancer during
thexr lifetimes.’ In a recent article in the NC Medical Journal, researchers at UNC reported that
based on SEER data, North Carolina men had an age adjusted death rate from prostate cancer of

1 Source: DEVCAN Software, Probabiiity of Developing or Dying of Cancer Software, Version 5.2. Statistical
Research and Applications Branch, National Cancer Institute, 2005. htip://srab.cancet.govidevean.
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35.6/100,000. This exceeded the national average by 17.5 percent?, a statistic that greatly
concems Cary Urology. North Carolin has one of the highest death rates from prostate cancer in
the United States.

Based on the 2007 projections from the North Carolina Cancer Registry, male urologic cancers
represent 21.4 percent of all cancers diagnosed and eight percent of all cancer deaths in North

- Carolina. Prostate cancer accounts for the majority of urologic cancers at 15.7 percent of total
cancers. Approximately half of prostate cancers involve radiation therapy; 80 percent of which
involves use of a linear accelerator. Prostate cancer treatment represents approximately 20
percent of all radiation treatments (ESTV's) performed. Yet, North Carolina does not have a
prostate cancer center comparable to Atlanta, Georgia;, Denver, Colorado; or Akron, Ohio. No
North Carolina provider focuses exclusively on the very complex issues associated with total
treatment of prostate and urologic cancer.

Tailoring linear accelerator treatment beams to individual patiert tumors is called conformal therapy.
The radiation beam from the linear accelerator can be more precisely controlled with the advances
provided by Intensity Modulated Radiation Therapy (IMRT) and Intensity Gated Radiation Therapy
(AGRT). IGRT optimizes dose to the target organ to minimize opportunities for undesired radiation of
healthy tissues. With IMRT, the radiation oncologist and physicist can control the placement, as well
as shape and intensity of the beam, adjusting it to the tumor dimensions while minimizing normal
tissue exposure. Together, the techniques optimize control for the best possible long term patient
outcomes. They permit the clinical team to use high, carefully controlled doses to reduce the
tumor(s). Not all linear accelerators have these capabilities.

Why is this so important? Urologic cancers are located in areas-of the body that involve intricate
networks of organs, blood vessels, nerves and muscles. Disruption of any single tissue can cause
major changes in physiologic function. Reducing the impact of urologic cancers on the lives of
patients involves complex treatment plans that consider how the whole body functions, how the
whole body will respond to the treatment, as well as how the treatment will reduce the cancer. It
requires specialists in the fields of anatomy, physiology, radiation, pharmacy and chemotherapy.

Organizing a prostate cancer center is not easy. It requires a multidisciplinary setting and a
multidisciplinary team of specialists whose skills complement each other. It involves
breakthrough organization, rearranging the silos of single specialties into a patient-centered
structure that facilitates feedback and permits the team to make tissue-sparing adjustments during,
the course of patient treatments. It requires assembling professionals who currently work in
different settings into a single setting. Today, surgeons generally work in operating rooms and in
their offices. Radiation oncologists and medical oncologists sometimes work together, but their
conferences and their focus is on a wide range of cancers: prostate, breast, lung, cervix, stomach,
soft tissue, etc. Optimal prostate cancer radiation treatment occurs when the urologist and the.
radiation oncologist cooperatively plan dosage and approach during the course of radiation
therapy. It is enhanced when physical therapists and urologic therapy nurses caring for those
patients provide immediate real time feedback to the treatment planning team for use in dose:
planning.

ahGastr::n. Kris, MD; Pruthi, Raj, MD. *Racial Differences in'Prostate Cancer.” North Carofina Medical Journal 67°2
(2006): 130-134.




North Carolina is a state known for excellent health care and for innovative thinking in general.

In Service Areas with a high ratio of population per linear accelerator, and eight or more linear
accelerators, it is reasonable and necessary to focus new resources on groups with special needs to
encourage excellence in patient care.

Any need that is accorded special focus should be evaluated and documented; and results should
be shared with the State, for consideration in future Plans. To assure such a report, the 2009Plan
should require an applicant for such a focused project to provide for a systematic evaluation of the
investment for its impact on cost, quality and access, in addition to meeting high standards of care
delivery. The literature has several well-developed clinical indices to measure patient outcomes.
Oune is the SOMA-LENT measures of skin toxicity in normal tissue; this was developed by the
European Organization for Research in Therapy and the Radiation Therapy Oncology Group.’
The International Index of Erectile Function has standardized measures of impotence.* Together,
these provide a developed and structured basis for evaluating the value of a focused service. The
measures have been tested and panels of experts have refined the definitions.

Service Area 20 has more than 600,000 people and more than 120,000 persons per linear
accelerator. Updated with 2008 population from the State Demographer, the attached Table 9H
from the 2008 Plan shows population and ratios in other Radiation Oncology Service Areas.

Service Area 20 Linear Accelerators — Count In Service Only

Linear

Accelerators

Locatiom i County |  Pop2008(s) 2008 SMFP
2007 SMFP NA 1
CCNC Raleigh Hematology Wake 853,260 1
Duke Raleigh Wake | 1
Rex Hospital () Wake 4
Wake Radiology " Wake 1
Franklin 57,866 0
_ ) . Harnett 107,961 0
Total ' 1,019,087 8

Population per LINAC 127,386

a Source: State demographer http:// www.state.demog.nc.us 2/27/08
b Rex has approval to move one to Wakefield and has filed a CON application to move another
that is out of service to Panther Creek

3 Cancer Radiother. 1997;1(8):622-68.Scoring system of 1ate effects of radiations on nommal issues: the SOMA-LENT
scale

*R C Rosen’, J C Cappelier® and N Gendrano W' Intemational Joumnal of Impotence Research August 2002, Volums
14, Number 4, Pages 226-244 The intemational Index of Erectiie Function (IIEF); a state-of-the-science review




Counties in Service Area 20 and its periphery have high rates of prostate cancet relative to both
North Carolina and the US.

Age Adjusted Death Rates from Prostate:Cancer 2000-2004

SEER Data
'm =k Prostate Death | Percent ABOVE |
: Rate* US Avg
US. ) 27.9
North Carolina "~ 324 =T 1
Wake County . 36.3 30
Harnett éounty 41.2 | 48 1
Franklin County 371 33
Johnston County ' 295 : 6 |
Lec County - 36.1 _ 29 i

Rates per 100,000
http://statecancerprofiles.cancer.gov/cgi-
bin/deathrates/deathrates. pi?37&066&00& 1 &001 & 1&1&1

Statement of Adverse Effects ii:t.hc Change is Not Made

Failure to make the proposed changes will have multiple adverse effects.

s Linear accelerator services in general will remain unevenly distributed in the state of
North Carolina, rewarding providers who have equipment that is not in service and that
has not been in service for a year or more, but making service less accessible for patients.

e North Carolina will not have an organized multidisciplinary program for treating urologic
and prostate cancer. As a result, cancer patients who understand the value of such a
program and want it will travel out of state or do without. Others who do not understand.
the options will be deprived of the alternative.

s Clinical treatment of prostate cancer in North Carolina, will trail behind states like
Colorado, Georgia, and Ohio. North Carolina has the 11" highest incidence of prostate
cancer in the United States. Of the states mentioned, only Ohio has a higher incidence.

Costs of health care have three sources:
s Cost of associated with having diseasen a population..
e Cost of the unit service delivered, and
-« Total cost of the care treatment.

This proposal involves a unique approach to a disease focus that affects more than 250,000 people
statewide. Organized as proposed, the center would provide a setting in which prostate and
urologic cancer carerquality and outcomes would absorb the energy and attention of all staff at all




times. Appropriately executed, it should improve treatment for persons with prostate cancer;
promote an understanding of factors that facilitate progression of disease, and help prevent
prostate cancer.

Prostate cancer is a debilitating disease, whose treatment is typically intense and extends over
long periods of time — months and even years. It involves the resources and energy of whole
families. Studies have repeatedly shown that patients defer treatment when distance to care is
an issue. Quality studies also demonstrate over and over again the cost savings associated with
doing things correctly the first time. A person who gets radiation burns from prostate cancer
treatment cannot reverse that outcome. He will seek other treatments to address the side effects:
wound therapy, surgery, biofeedback and counseling for sexual and urinary dysfunction, efc.

In North Carolina, approximately 3,000 men will qualify for prostate cancer treatment for new
cancers in 2009 alone. They will use approximately 112,000 ESTV’s. They deserve an alternative:
choice. A study funded by the Department of Defense indicates that even when controlled for race;
North Carolina black men have higher incidence rates than Louisiana black men.

Men receiving treatment for urologic cancers can suffer from numerous side effects, including
urinary, bowel and erectile dysfunction, loss of fertility, testosterone loss, and nerve damage.
Ten percent to 25 percent of men with prostate cancer have bladder control problems two
years after surgery or radiation therapy, according to research compiled by the Prostate
Cancer Foundation. Impotence is even more common; up to 80 percent of men report
problems after surgery or radiation. Some men's symptoms get better in time; other patiernts
-are never the same:

The management and treatment of these side effects can be more easily managed’by 2 team that
offers diagnosis, treatment, follow-up care and counseling at one location. The entire medical
staff will have input into the treatment options and will have access to records regarding each
patient’s history when addressing individual responses to treatment. This will provide each
patient convenient access to more individualized and comprehensive treatment from one staff’
with the optimum opportunity to confer on options.

‘Even the United States Department of Defense has recognized that prostate cancer merits
special attention, and has organized a major initiative to understand its prevention and

treatment. http:#/cdmrp.army.mil/perp/defanit.htm

=




Statement of Alternatives to the Proposed Changeﬁ

1. Do Nothing Status Quo

Not changing the methodology sustains misdistribution of services and fails to challenge service
delivery approaches for 20 percent of the radiation oncology users.

2. One statewide demonstration

The initial egalitarian appeal of such an approach, would address only one of the issues addressed
above. It would give the state one prostate cancer center. However, such an approach would risk
placing another linear accelerator in a community that already has excess capacity. Doing so
would risk low utilization of the demonstration and could jeopardize the viability of existing
resources. -

3. Multiple sites

This option offers broader geographic choice, but risks the same problem of low utilizationand
excess capacity described in 2 above. '

4. Program emphasis for new linear accelerators

Encouraging existing radiation oncology — linear accelerator programs to develop special
initiatives in prostate cancer would be an improvement on the current situation. It would highlight
a major issue in men’s health that has received litrle attention by the general health care
community. However, the State Health Coordinating Council does not have a mechanism to
monitor or challenge such programs. There is no guarantee that the encouragement would be
accepted or converted to a high-focus program. Such encouragement might increase educational
efforts and even support some multi-disciplinary conferences. However, in communities with
multiple linear accelerators, it could even further fragment the services by pulling the urologists in
multiple directions to multiple programs. Such an organization would still risk duplication of
efforts.

By contrast, the proposed alternative uniquely responds to the basic principles of the State Medical
Facilities Plan for a service that affects enough people to justify its viability.

1. Promote Cost Effective Approaches

‘With radiation oncologists and urologists working separately, both may order the same lab or
imaging studies to measures outcomes associated with therapy. In an organized prostate cancer
center, radiation oncologists and urologists will share one medical record containing the same set
of laboratory and imaging data. Savings on diagnostic testing resulting from the proposed
organization of care delivery can be significant. Shared consult using exactly the same data will
enhance clarity of communication among clinicians and between clinician and patient.




2. Expand Health Care Services to Medicall?‘Undcrscrvea

Above average death rates from prostate cancer in North Carolina make a clear statement Men
with urologic cancers are poorly served. A prostate cancer center would organize urological
resources to expand the community prostate cancer screening. According to the North Carolina
Center for Health Statistics® in 2005, prostate cancer death rates, age adjusted, were almost 2.5
times higher for non-whites than for whites, 52 compared to 21 per 100,000. North Carolina black
men are a group consistently with one of the highest death rates from prostate cancer in the
country. The disparity is so great the Department of Defense provided a 9.9 million dollar grant
to study different prostate cancer incidences between North Carolina black men and those from
Louisiana. We anxiously await the preliminary results.

3, Encourage Quality Health Care Services-

‘With prostate representing 20 percent of cancers, clearly the proposed services will benefit a
significant portion of the population *‘dealing with chronic conditions.” Specializing in one disease
process will enable a prostate cancer center to provide high quality care in a cost effective manner.

NON-DUPLICATION OF SERVICES

We have clearly established the need for and absence of an organized prostate cancer center in
North Carolina. Restricting the need to an area with a ratio of more than 120,000 persons per
approved linear accelerator will assure that the center is established in an area that can reasonably
-alisorb additional linear accélerator capacity.

Requiring a structured evaluation report, will provide the State Health Céordinating Council with
feedback on the value of a disease focused service.

5 hitp:/iwww.schs.State nt.us/SCHS/CCR/mGrt2005r, pdf




CONCLUSION

It is reasonable and timely for the 2009 State Health Facilities Plan to include a change in
methodology that emphasizes a change in care delivery structures. This fits well with the
landmark recommendation number 2 of the National Institutes of Health Quality
Recommendations for the 21* Century:

2. Customization based on patient needs and values. The system of care should be

designed to meet the most common types of needs, but have the capability io respond to
individual patient choices and preferences.

ftachments
State Cancer Profiles NC (cancer.gov)
Department of Defense Prostate Cancer Study
Table 9H 2008 State Medical Facilities Plan
Clinical Measures
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Tabic 9H: 2008 State Medical Facilities Plan
LINEAR ACCELERATOR SERVICE AREAS and CALCULATIONS

""""""" 3007 | Aecelerators| Population Wercentage of 00 | Peocedurcs | ESTV Procedures|
Civilian within Service| Patients from ESTV Per Divided by 6750
Populztion Area Per Oufxide the | Procedores | Accelerator Minus #
B e = _Accelerator (SenviceAred | o Ol Acedleraton |
Arenl | 129,510 2 64,755 7.14% 6,780 3,390 T 3 .
Ama2 | 378,179 7 54,026 2029% 14,671 4,953 -1.86 |
Area3 | 87,469 1 87,469 26.41% 4491 4491 033 1
 asas . 131110 3 50,370 10.60% 8,045 2,982 -1.67 1
| Areas | 357995 6 59,666 10.20% 25,146 | _4,19] 227 1
I: Arcab | 430,582 5 86,108 7.50% 23406 | 4,681 -1.53
1 Ara7 | 1043447 11 94,859 21.76% 57,307 5210 251
ArcaB | 281981 4 70,495 10.24% 16,954 4249 -1.48 1
Aread | 21748 3 72,494 25.33% 17436 5R12 0.42 -
Areal0 | 614,782 9 6E,309 16.59% 52,597 5,844 o120 e
Areall | 157,450 1
Aralz | 547.202 7 78,172 1414% | 43678 | 6240 0.53 1
Area 13 | 141,054 1 _
frm 14** | 1B} 745 4 45,936 49.86% 22,224 5,556 b 1
Aren)s | 166,305 2 83,153 8.73% 7,91 3,996 082 e
Arca 16%* | 405,732 7 57,962 54.70% 47,595 6,799 0.05 :
Ara17 | 295396 3 98,465 13.28% 27,886 9,295 113 1+
Areals | 537.003 5 107401 12.68% | 3715 | 7423 0.50 18
i Aralo | 389,616 4 97,404 11.69% 22,755 5,680 .0.63 1
| Arazo | 970558 B 121,320 14.62% 38,391 4,799 231 :
1 Area21 | 15587 2 77,937 . 2,648 1,324 <1l
! Area22 | 228.BEB 2 114,454 21.75% 13,099 6,550 -0.06 N
;: Ara23 | 1BLAT 3 60,472 6.86% 16430 5477 0.57 i
| Ama2e | 150097 ) -.
| Area2s | 301,606 4 75,402 12.36% 15526 3882 170
] Area2s | 301,751 | 5 60,350 14,64% 27,392 5478 094
Area2] | 153,608 2 76,804 0.96% 9,380 4,690 -0.61 18
Tomls |RO68800| 112 | 800F I 579883 | 5178 ) o 2600 1 0 J

* Service Area does not have 120,000 base population per acceierator
** Areas 14 and 16 have more than 45% of its patients coming from outside ifs service area

o
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Local angles: Alamance, Caswell, Chatham, Cumberland, Duplin, Durham, Edgecombe, Franklin, Granville,
Guilford, Halifax, Harnett, Hoke, Johnston, Lee, Nash, Orange, Person, Rockingham, Sampson, Vance, Wake;
Warren, Wayne and Wilson counties

Department of Defense funds consortium’s-research on racial, pther.disparities in prostate cancer death’
rates

CHAPEL HILL - Researchers are preparing to begin a new study focused on why prostate cancer deaths are
more than twice as common in black men as in white men and why such deaths also vary significantly from
state to state.

A pew consortium of top U.S. cancer researchers is Jeading the study, which is funded by a three-year, $9.9
million grant from the U.S. Department of Defense Prostate Cancer Research Program.

"Prostate cancer is the Most common cancer in men and the second leading cause of cancer mortality in the:
United States," said Dr. James L. Mohler, consortium director.

Mohler is professor and chairman of the department of urologic oncology at Roswell Park Cancer Institute 1n
Buffalo, N.Y. He remains a member of the University of North Carolina at Chapel Hill Lineberger
Comprehensive Cancer Center and adjunct associate professor of surgery and pathology at UNC'’s School of
Medicine, where he led the prostate cancer research program for 16 years.

"In men younger than age 65, the prostate cancer death rate for African Americans is 3.1 times that of
Caucasian Americans. In men 65 and older, the prostate cancer mortality rate for African Americans is 2.3
times that of Caucasian Americans. Why that’s true is an intriguing medical mystery that likely will hold clues
to treating the deadly illness more successfully," said Mohler.

To try to solve if, investigators at Louisiana State University Health Sciences Center; Harvard, Johns Hopkins,
Boston and Wake Forest universities; the universities of South Carolina and California at Irvine; and Roswell
Park Cancer Institute will join Mohler and other scientists at the National Cancer Institute, the National Institute
of Environmental Health Sciences and the U.S. Food and Drug Administration as one of the two newly funded
Prostate Cancer Consorinms.

"One of our goals is to study 2,000 patients with pewly diagnosed prostate cancer," said Mohler. "We will
interview 500 African-American men and 500 Caucasijan-American men in both North Carolina and Louisiana
and collect and analyze both blood and fat samples from the subjects.




Men will be recruited for this study,” be added, "so we are Dot asking for volunteers, but-we hope that if 2 man
is called to take part, he will agree to help us with this important study."

The team is focusing on the two states because North Carolina often bas the highest prostate cancer incidence
and death rates nationwide for black men, while Louisiana has one of the lowest, said Dr. Elizabeth T. Fontham,
leader of Louisiana’s consortium efforts. Fontham is dean of the school of public health, professor of pathology
and associate director of the Stanley Scott Cancer Center at Louisiana. State University Health Sciences Center.

The two states have similar incidence and mortality rates for white men, however.

Three reasons have been suggested for the disproportionate mortality between the two races, Mohler said.
"First, African Americans may present more often with advanced, incurable prostate cancer because of more
limited access t0 health care. African Americans have been reported more likely to just let the disease follow ifs
course, which doctors often advise in men over age 75."

Second, biological differences between the two races may Cause prostate cancer to develop at a younger age or
grow and spread more rapidly in blacks, Mohler said. "Finally,” he added, "the prostate cancers that occur in

African Americans may be inherently more aggressive. These studies will help pinpoint which of these three
¢ategories are important."

Researchers at the participating institutions have particular expertise they can bring to bear on the questions, he
said, and that’s why they are wor ing together. One major result will be an invaluable central resource of
clinical and research data on prostate cancer patients, Mohler said, eventually including what happens to
patients following various treatments. '

Another result should be a better understanding of what can be done to reduce prostate cancer deaths in general
and in the African-American population specifically. "These studies should demonstrate whether public health
resources should be focused on altering interactions between patients and the health-care system, changing diets
or altering patient or tumor biology,"” Mohler said.

The other consortium.is based at Emory University in Atlanta.

This year, more than 30,000 men nationwide will die from prostate cancer, Ameri¢an Cancer Society statistics
show, and close to 190,000 new cases will be diagnosed.

The prostate gland is 2 chestnut-shaped male organ surrounding the urethra just below the bladder. Its purpose
is to produce secretions that keep the lining of the urethra moist and others that form part of the seminal fluid.
The prostate grows during puberty and begins to enlarge further in most men after age 50, sometimes interfering
with urination.

Cancers increase in frequency as men age, research shows. Early detection using prostate examination and
blood tests for prostate-speciﬁc antigen, or PSA, can detect the disease before symptoms develop when the:
cancer is most curable. Treatment O tions include "watchful waiting," radiation, operation and hormonal
therapies. )

Note: Mohler will be in Chapel Hill today (July 12) and available for .nterviews. To arange an interview,
contaci Dianne Shaw at (919) 966-5905 or dgs@med.unc.edu. He may be reached by phone, (716) 713-6700,
after that date. Dr. Jeannette Bensen, study coordinator, also is available for interviews and may be reached at

(919) 843-1017. Study participants and advocates are available for interviews.

DNC Lineberger contact: Dianpe Shaw, (919) 966-5905 or dgs@med.ungedw
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Response to Petition from Cary Urology .
For Charige in Methodology for Radiation Oncology — Linear Accelerator
For the 2009 State Medical Facilities Plan

Response Contact:  John F. Reilly, MD

Raleigh Hematology Oncology Associates, PC Dggggegﬂm‘

d/b/a Cancer Centers of North Carolina ;

4000 Westchase Blvd .

Suite 300 AR 31 2008

Raleigh, NC 27607

Ralelg Miedical Facilimes
Plawning Secrion

INTRODUCTION

Cary Urology has submitted a petition requesting that the 2009 State Medical Facilities Plan
(SMFP) recognize a need for a dedicated prostate cancer linear accelerator, specifically in
Service Area 20. Raleigh Hematology Oncology Associates, PC d/b/a Cancer Centers of North
Carolina (CCNC) opposes this petiion because it is based on inaccurate and incomplete
information and does not represent sound health planning.

CCNC supports the overall concept that there is a need for additional linear accelerator capacity
in Service Area 20 based upon the current availability of linear accelerators per 120,000 area
residents, particularly in densely populated areas of the state with a minimum of 600,000
residents. However, to limit this expanded capacity to the treatment of prostate cancer fails to
recognize the broader need for greater access to radiation therapy services to address cancer
incidence and mortality rates for all types of cancer in North Carolina. The proposed petition as
wiritten also fails to recognize that the benefits of an organized prostate cancer center can easily
be achieved and have been achieved by other providers wathout a dedicated linear accelerator
limited only to the treatment of prostate cancer. For these reasons, CCNC recommends that any
requested change in the 2009 SMFP to recognize greater need for linear accelerator services
reflect a broader need for such specialized equipment.

COMMENTS
The 2008 SMFP does show that in Service Area 20, the ratio of existing and approved linear
accelerators to the population is just over the level of one accelerator per 120,000 persons.
However, even if one accepts the assertion that this data shows a quantitative need for additional
linear accelerator capacity in Service Area 20, there is no valid basis to suggest that such need

should be limited to treating prostate cancer only nor does Cary Urology provide any basis that
there 1s enough incremental demand to support a dedicated linear accelerator.

Cancer Statistics Support the Need for General Purpose Linear Accelerator

Cary Urology’s petition points to the high age-adjusted death rate from prostate cancer in North
Carolina as a basis for a dedicated prostate cancer linear accelerator. In fact, the National Cancer
Institute’s (NCI's) official website www.statecancerprofiles.cancer.gov classifies prostate cancer
in North Carchna as “Similar to U.S. Rates” based on age-adjusted cancer death rates. Only
lung and bronchus cancer in males is classified as “Above the U.S. Rate” for North Carolina as a




whole. Please sée Attachment A for an excerpt from the NCI website comparing age-adjusted
cancer death rates by site for North Carolina to U.S. rates.

Cary Urology identifies a prostate cancer death rate of 35.6 per 100,000 population, which may
ropresent outdated statistics. The NCI website identifies a 2004 age-adjusted death rate from
prostate cancer of 32.4 representing a recent annual decline of 4.3 ;.'rt:rccmt.l Thus, according to
NCI prostate cancer death rates in North Carolina are not only comparable to the U.S. on an age-
adjusted basis but also are declining. In fact, the death rate from prostate cancer in North
Carolina is declining at a greater rate than almost all other cancers. According to NCI data, the
North Carolina death rate from prostate cancer declined by 5.3 percent over the five-year period
2000-2004. Only cervical cancer death rates declined at a greater rate. During this same period,
at least 7 other cancer sites experienced increasing death rates in North Carolina. Please see
Attachment B for a graphic presentation of this comparison. These data suggest that there are
pumerous other cancer types that bear greater concem than prostate cancer in terms of addressing
increasing death rates.

A linear accelerator dedicated solely to prostate. cancer will not begin to address the nuthergus
other cancer types that take a much greater toll on North Carolina résidents. As shown below,
Cary Urology fails to recognize that deaths due to prostate cancer represent roughly five and a
half percent of all cancer deaths both in North Carolina and in Service Area 20, for which Cary
Urology proposes an additional linear accelerator in the 2009 SMFP. To the extent that
additional linear accelerator capacity is needed in North Carolina or in Service Area 20, it is
much more appropriate to recognize the need for a linear accelerator that will meet the need for
treating all cancer types.

Comparison of Average Aniiual Deaths by Cancer Site*

Percent of

All Cancers ~ Prostate  All Cancers

North Carolina 16,136 906 5.6%
Wake 881 48 5.4%
Franklin’ 100 5 5.0%
Harnett 0 o o0 5.6%
Total Area 20 1,158 63 5:4%

Source: National Cancer Institute, State Cancer Profiles
* dverqge deaths per year 2000 - 2004

! www statecancerprofiles.cancer.gov.
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Cary Urology also focuses on the higher death rates for African Americans due to prostate
cancer. Again, Cary Urology fails to recognize that African Americans in both the U.S. and
“North Carolina face a disparity in cancer death rates for most cancer types. Data from NCI
demonstrates that age-adjusted death rates for all cancer types reflect a significant disparity
between White and African Americans. This is true at the national level, within North Carolina,
and within Service Area 20, as shown below. '

Comparative Age Adjusted Death Rate by Race

Total Death Rate*
African Percent
White American Difference

Us 19077 238.8 25.2%
North Carolina 192.5 938.4. 23-8%
Service Area 20
Wake 173 224 29.5%
Harnett 216.6 261.4 20.7%
Franklin 220.7 2363 7.1%

Soiirce: National Cancer Institute, Stare Cancer Profiles

*Age adjusted death rate for all cancer types.

Cary Urology’s proposal to serve only prostate cancer patients will address only a fraction of the
existing disparity in death rates by race. The data above would also suggest that White residents
of Harnett and Franklin Counties in Service Area 20, when compared with the rest of North
Carolina and the country as a whole, face a significant disparity in cancer death rates for all
cancer types (not just prostate cancer). Thus, should additional need for linear accelerator
capacity in Service Area 20 be recognized in the 2009 SMFP, this need should not be limited to
serving only prostate cancer.

Cary Urology may argue that having a linear accelerator dedicated to the treatment of prostate
cancer will “free up” existing linear accelerator capacity to treat other cancers, but this argument
is flawed because this can only happen if all or most of the urologists in Service
Area 20 refer exclusively to the proposed prostate cancer center. There are two flaws in this
thinking. First, it would be extremely disruptive to established referral relationships and
treatment sources for other urology practices to redirect all of their patients to the proposed
dedicated prostate linear accelerator. Second, it also is unlikely that other urology practices will
refer all of their patients to a radiation therapy practice operated by a competing urclogy group,
particularly without any documentation of improved quality or outcomes. To assume that any
capacity would be “freed-up” would in essence require all Service Area 20 urology patients to be
referred to the proposed prostate cancer center. This assumption would limit patient choice and
actually reduce accessibility to cancer treatment services in the Service Area.
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Continuity of Prostate Care Cap Be Provided withouf a Dedicated Linear Accelerator

Cary Urology claims that North Carolina lacks a center with a linear accelerator that is dedicated
for the treatment of prostate cancer. 2 In its Petition, Cary Urology mentions three prostate cancer
centers in Atlanta, Georgia; Denver, Colorado; and Akron, Chio but does not specifically name
any of these centers. It is more than likely that the reference to a prostate cancer center in
Atlanta, Georgia is a reference to Radiotherapy Clinics of Georgia (RCOG), which serves
prostate patients from throughout Georgia, the southeast region, the U.S. and even foreign
countries. What Cary Urology fails to recognize is that at least one of these centers, RCOG in
Atlanta, does not operate any linear accelerators that are dedicated to prostate patients only.3
RCOG, which is the closest prostate cancer center of excellence to North Carolina, has a highly
developed program of prostate cancer treatment including a wide variety of adjunct therapies,
emotional support, and wellness-related activities for prostate cancer. RCOG, however, also
provides services to all cancer types in each of its 7 locations throughout Metro Atlanta,
demonstrating that a prostate cancer center of excellence can be developed within a general
oncology program and without a linear accelerator dedicated to only prostate cancer.

RCOG's centers have also been actively involved in prostate cancer research and have done so
without a dedicated linear accelerator. RCOG’s radiation oncologists have published, in peer-
reviewed journals, better cure rates for prostate cancer with fewer side effects than Johns
Hopkins as summarized below.

Principal "~ |Ten Year
Investigator/Institution Treatment Cure Rates | Medical Journal Reference

ProstReision” (simudltaneous Updated from Journal of Urology
Critz/RCOG rradiation) 183% (169:179,2003)

- ) Updated from Urologic Clinic North

Walsh/Johns Hopkins Radical Prostatectomy 80% America (24:395,1997)

Seed Implant Only and i
Rapde/Seattle Irradiation plus seeds 55% Cancer (83:989,1998)

Furthermore, RCOG has made significant progress in narrowing the disparities in prostate cancet
death rates faced by African Americans. RCOG’s radiation oncologists published a study in the
peer-reviewed The Prostate Journal (Vol. 2, No. 2, 2000), which is provided in Attachment C.
This study showed no significant difference in the cancer-free rates between White men and

? Cary Urology's claim that North Carolina lacks resources focused on the treatment of prostate cancer ignores the
substantial achievements of CCNC physicians in this area. It also fails to recognize that Wake Forest University
Baptist has estahlished The Prostate Cancer Center of Excellence as part of its Comprehensive Center Program.
This center fosters multidisciplinary rescarch and treatment including the collahorative efforts of experts in
genitourinary medical oncology, radiation oncology, urologic oncology, pathology and radiology. See-
http=/fwarw ] wfubme.edu/cancer/Research/Centers+of+Excellence/Prostate+Cancer+Center+of+Excellence

? Georgia Department of Community Health, Division of Health Planning
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African American men who were treated by ‘simultaneous seed implant and external beam
irradiation as provided by RCOG. These findings were in spite of the fact that African American
men presented with a higher average PSA than did White men. This study was conducted
collaboratively between RCOG’s radiation oncologists and local Atlanta Urology Group;
however, neither a dedicated prostate linear accelerator nor a linear accelerator owned by a
urology practice was required to conduct such research-or to achieve the documented and bighly
successful patient ontcomes. 1

RCOG provides a clear example that the development of an organized prostate cancer center in
North Carolina can be achieved without a dedicated linear accelerator and that Cary Urology’s
petition for a dedicated linear accelerator to treat prostate cancer is without merit. RCOG is but
one such example. The Texas Prostate Institute at the Texas Cancer Clinic represents an
additional example of organized prostate cancer treatment without a dcdxcatcd linear accelerator
.and operated by appropriately trained radiation oncologists, not urologists.”

CONCLUSION

Cary Urology’s petition is not supported by the facts. Yes, prostate cancer death rates are a
concemn in North Carolina. However, there are many cancer types that are just as concerning and
should be addressed by any linear accelerator added to the 2009 SMFP. Yes, African American
men face disparities in death rates from prostate cancer. However, a dedicatcd linear accelerator
is not needed to develop a highly specialized approach to treating prostate cancer across all races
with comparable outcomes. Most importantly, the petition proposed by Cary Urology is so
narrow in its focus that the only possible applicant approved in Service Area 20 would be Cary
Urology. As such, the petition does not represent appropriate health planning for the state which
is concerned with accessible and appropriate healthcare for all of its residents. The petition as
submitted is self-serving and not in the best interest of the residents of North Carolina.
Furthermore, there is no published data to show that treatment in a dedicated prostate cancer
center is superior in terms of outcome compared to a quality, state-of-the-art general oncology
practice,

CNCC urges the Technology and Equipment Committee 'of the State Health Coordinating:
Council to deny Cary Urology’s petition to modify the 2009 SMFP or at minimum to recognize
the need for additional “general” linear accelerator capacity in Service Area 20 to meet the needs
of all cancer patients. We appreciate the opportunity to present these comments and would
welcome the opportunity to participate in a discussion of the petition and to address any
questions that the committee may have about the information in these comments.

* www texascancerclinic.com
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